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510(K) SUMMARY OT- 7 2011
OF SAFETY AND) EFFECTIVENESS

In accordance with the Food and Drug Administration Rule to implement provisions of the Safe
Medical Devices Act of 1990 and in conformance with 21 CFR 807.92, this information serves
as a Summary of Safety and Effectiveness for the use of the ORTHOLOCTM Bone Screws.

A.1. Submitted By: Wright Medical Technology, Inc.
5677 Airline Rd
Arlington, TN 38002

Date: August 29, 2011

Contact Person: Kellen Hills

Regulatory Affairs Specialist

(901) 290-5816

A.2. Proprietary Name: ORTHOLOC M Bone Screws

Common Name: Bone Screw
Device Classification Regulation: 21 CFR 88 8.3040-Class 11
Device Product Code & Panel: HWC: Screw, Fixation Bone

87 Orthopedics
A.3. Predicate Device: K102429-ORTHOLOCTM' 3Di Ankle Plating

System and ORTHOLOCTM Bone Screws

K082320-WrightTM Compression Screws

A.4 Device Description

The ORTHOLOCTM Bone Screws subject to this premarket notification include the non-
locking 3.5mm low profile contical bone screws and non-locking 3.5 and 4.0 cortical bone
screws.
These screws are manufactured from titanium alloy and have a solid core. The implants are
single use only devices.

A.5. Intended Use -

ORTHOLOCTM' Bone Screws are indicated for use in bone reconstruction, osteotomy,
arthrodesis, joint fusion, fracture repair, and fracture fixation, appropriate for the size of the
device.
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AA6 Technological Characteristics Comparison

The subject ORTHOLOCTM Bone Screws are identical to the predicate ORTHOLOCTM
Bone Screws with the exception of the radii at the transition from the screw head to the
screw shaft. This change resulted in approximately one thread being removed from the
distal portion of the screw.

B.1. Substantial Equivalence - Non-Clinical Evidence

Substantial equivalence is shown through worst-case pull out testing, materials information,
and comparison of design characteristics. The results show that the subject ORTHOLOCTM
Bone Screws can be expected to perform at least as well as the legally marketed predicate
ORTHOLOCTM' Bone Screws and Wright Compression Screws.

B3.2. Substantial Equivalence - Clinical Evidence

N/A

B.3. Substantial Equivalence - Conclusions
Substantial equivalence is shown through worst-case pull out testing, materials information,
and comparison of design characteristics. The subject screws are identical in indication for
use, diameter, size range and material to the predicates, and differ only in screw neck radii.
No new types of safety and effectiveness questions can be expected. From the evidence
given in the Premarket Notification, the subject devices can be expected to perform at least
as well as the predicate devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES P ublic I lcaii Scriceu

\Vriuht VIed ical Technology, file
$/o Kellen Hll

Reoul!atorv Al't'ifS Spec iaist
5677 Airline Road
Arlinizion, TIennessee 38002

Re: KI 112772
iade/Device Name: ORTFIO ltC' Bone Screws

Regulation Nu-mber: 21 CFR 888.3040
Rezulation Name: Smooth or threaded metal lie bone ixati on fastener
RegUlatory Class: Class [1
ProdcIIt Code: IWC
Dated: September 12, 2011
Received: September 23, 201 I

Dear Kellett ill:

We have reviewed N'our Section 5 10(k) lpren1alket notification oi'intent to market tile device
me ferenced above and have determined the device is substantiall e) quivxalent (for the indications
for tise stated inl the enllCosu.re) to legally marketed predicate devices marketed inI interstate
cornmerce prior to Mlay 28, 1976, thle enactmlent date of the tMedical Device Allmelncnts, or, to
devices that have been reclassified inI accordance vi th tile provisions of tile Fedleral Food. Dru,
and Cosmetic Act (Act) that do not reqluie approval of'a preniarket approval application (PIMdA).
YOU may, therefore, market the device, sulbjct to the general controls provisions of the Act. The
general controls prov'isions of Alle Act inluLde requiremtIAs For annuLal registration. listing of'
devices, good manulfacturing practice, labeling, and proi bi tions aaai mst misbrand inn anld
adualIte ratioil.

IF youir device is classified (see above) into eitheri class 11 (Special Controls) or class Ill (PN4\/A), it
may be SUbjeci to additional controls. Existing& Maj or reg'Liakt ions affecting Your device canl be
founid in tile Code of Federal Regulations, Title 2 1, Plats 800 to 898. In1 addition. FDA miay
puib!ish FuLrthe r allot LlrlcenlenIls con1Cernil 11\'oIr device in thle Federal Reister.

please be adx'ised that FDA's issurance of a substantial equLivalence determ inIation does lot flcaml
that FDA has made a determination that Your devi ce comnplics With otherI reCui remllerlts of the Act
or anyv Federal statutes and reg'LilationIS adninstered by other Federal agelncies. YOUm nIIust
comply xvitil all the Act's reqUi reilentS, ilnel ud inpig but not l imnited to: me aistrat ion and Ii sting (2 1
CF l Part 807); labeling (21I CF R Part 801); medical device report imn (reportin oF ined ical
device-re ated ad verse evenlts) (2 1 C F 1803); goo0d mlan ri facturi ug pmtC[C reqirementCIIs as set
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forth in thle quality 'systemls (QS) regulatiOn (2 1 CUR[' Part 820); and if aplicable, thle electronc

prodcLIt radiation control provisions (Sections 531 -542 of the Act): 2 1 CUR 1000-1050.

II you desire speciflie advice for your device onl ourl labl iln regIl aion a (2 1 CUR Part 801I). p lease

oo to ttp://\wwi.ttluov/Abc)utU:DA/CefltCrsO ffices/C DRHA-/CDR\l-lO fices/Laem' 15809m f" or

the Center- for Devices and Radiologi cal llealth' s (CDR.H'_1s) Office of Complianice. Also, please

note thle i-C gUiati on enl [itld ccl. 'isbranding by pceelene to p iemarket not ifi5cation'' (21ICr:R Part

807.97). For qluestions regarding the reporting of adverse events Linder thle N'1DR reulationl (21

CUR Part 803), Please go to

11 up //wwwV\. fdla. go\,lNed ialD\,ices/SaftX epori lli oblemn/(laulih n lfor thle CID Ri-Is 0flike

Of Sur veillance and lBiometrics/DiviSion Of Postmnarket Sur veillance.

YOU mlay, obtain other general in formation on youIreCspolnsi bilIities underi the Act from thle

Division of Sm~all NIanu ftrerrs, international and CoInie Assistance at its toll -free nul-mber

(800) 638-2041 or (30 1) 796-7 100 or at its Internet address

ito //www. fda. ov/N ed cal Devices1 Resou rcesfrYOU/11ClndustV/dC faUl 0till

SinC rel\ v yours,

NMark N. Nlelkerson
Director
Division Of Surgical, Orthopedic,
and Restorative Devices

Office of' [Device E'valuationl
Center- For Devices and

Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known):

Device Name: ORTHOLOCTm Bone Screws

Indications For Use:

ORTHOLOCTM Bone Screws are indicated for use in bone reconstruction, osteotomy,
arthrodesis, joint fusion, fracture repair, and fracture fixation, appropriate for the size of
the device.

Prescription Use X AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (21 CFI3 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(IDivision LSign-Offt)I L
Division of Surgical, Orthopedic,
and Restorative Devices

510(k) Numnber K \'Y
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